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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I) K Responsive to comnnunication(s) filed on 20 January 2005 . 
2a)n This action is FINAL 2b)IEI This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-5. 7. 10, 11. 13-15. 19.21-25 and 28 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) KI C!aim(s) 19 is/are allowed. 

6) IEI Claim(s) 1-5, 7, 10, 1 1, 13-15.21-25 and 28 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)!E1 The drawing(s) filed on 20 January 2005 is/are: a)^ accepted or b)|EI objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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2.n Certified copies of the priority documents have been received in Application No. 
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DETAILED ACTION 

Claims 1-5, 7. 10, 11, 13-15, 19, 21-25, and 28 are pending in the instant 
application. 

Claims 1-5, 7, 10, 11, 13-15. 19, 21-25, and 28 were examined on therr merits. 

Drawings 

Figure 2 is objected to under 37 CFR 1.83(a) because it fails to clearly support 
the assertions from p. 25, line 30, to p. 26 line 5 of the instant specification. The bands 
described as being visible on the TLC plate, which Applicants allege support the 
assertion that strains M41 and M42 produce manzamine derivatives, (see p. 26, lines 1- 
5) are not apparent in the currently provided image. Any structural detail that is essential 
for a proper understanding of the disclosed invention should be shown in the drawing. 
MPEP § 608.02(d). Corrected drawing sheets in compliance with 37 CFR 1.121(d) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. The 
figure or figure number of an amended drawing should not be labeled as "amended." If 
a drawing figure is to be canceled, the appropriate figure must be removed from the 
replacement sheet, and where necessary, the remaining figures must be renumbered 
and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
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renumbering of the . remaining figures. Each drawing sheet submitted after the filing date 
of an application must be labeled in the top margin as either "Replacement Sheet" or 
"New Sheet" pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it Is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the Inventor of carrying out his invention. 

Claims 1-5, 7, 10, 11, 13, and 21-25 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in 
such a way as to enable one skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. 

The application discloses an actinomycete that produces manzamine that is 
encompassed by the definitions for biological material set forth in 37 C.F.R. § 1.801. 
Because it is apparent that this biological material is essential for practicing the claimed 
invention, it must be obtainable by a reproducible method set forth in the specification or 
othenA/ise be known and readily available to the public as detailed in 37 C.F.R. §§ 1.801 
through 1.809. 

It is unclear whether this biological material is known and readily available to the 
public or that the written instructions are sufficient to reproducibly construct this 
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biological material from starting materials known and readily available to the public. 
Accordingly, availability of such biological material is deemed necessary to satisfy the 
enablement provisions of 35 U.S.C. § 1 12. If this biological material is not obtainable or 
available^ the requirements of 35 U.S.C. § 1 12 may be satisfied by a deposit of the 
biological material. In order for a deposit to meet all criteria set forth in 37 C.F.R. §§ 
1.801-1.809, applicants or assignee must provide assurance of compliance with 
provisions of 37 C.F.R. §§ 1.801-1.809, in the form of a declaration or applicant's 
representative must provide a statement. The content of such a declaration or 
statement is suggested by the enclosed attachment, provided at the end of this Office 
Action. Because such deposit will not have been made prior to the effective filing date 
of the instant application, applicant is required to submit a verified statement from a 
person in a position to corroborate the fact, which states that the biological material 
which has been deposited is the biological material specifically identified in the 
application as filed (37 C.F.R. § 1.804). Such a statement need not be verified if the 
person is an agent or attorney registered to practice before the Office. Applicant is also 
reminded that the specification must contain reference to the deposit, including deposit 
(accession) number, date of deposit, name and address of the depository, and the 
complete taxonomic description. 

Claims 4, 5, 14, 21, and 28 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 



Application/Control Number: 10/522,454 Page 5 

Art Unit: 1657 

convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Specifically it is debatable whether 
16S rRNA is a reliable way to uniquely identify a strain as possessing one particular 
characteristic, i.e. ability to produce manzamine. See, for example, Yamamoto et al (Int 
J Syst Bacterid, 1998). Yamamoto report that entire 16S rRNA sequences are 
unreliable for providing "fingerprints" for bacterial species (see Discussion, pp. 817-818; 
see Discussion, p. 817, para 2, for example). Kasai et al (Int J Syst Evol Microbiol, 
2000) also report that Micromonospora species were better phylogenetically 
characterized by gyrB sequence, and that 16S rDNA was unreliable (see "Probable 
evolution of 16S rRNA genes of Micromonospora strains, p. 132, for example). They 
write that strains within a species that produce differing levels of various antibiotics, for 
example, exert selective pressure on 16S rRNA sequence, resulting in different 
sequences within the same species. Therefore they assert that 16S rRNA should not 
be used as a reliable method of identifying a particular strain of Micromonospora. 

Claims 1-5, 7, 10, 11, and 21-25 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for one strain of 
Actinomycetes micromonospora that produces manzamine, namely M42, does not 
reasonably provide enablement for any other strain of Actinomycetes micromonospora, 
much less as any organism in the genus Actinomycetes. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to practice the invention commensurate in scope with these claims. 
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The specification describes the isolation and cultivation of nunnerous 
microorganisms from marine sponges (see Table 2, p. 23). Only M41 and M42 are 
Actinomycetes species (see p. 25, lines 25-26). Only the strain M42 is further 
characterized regarding manzamine production, and it only produces 8- 
hydroxymanzamine A and manzamine A (see p. 26, lines 7-12). 

Therefore the specification is only enabling for one strain of Actinomycetes 
micromonospora (the M42 strain) which the specification only demonstrates produces 
manzamine A and 8-hydroxymanzamine A. 

The following is.a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 5, 11, 14, 15, and 28 are rejected under 35 U.S.C. 112, second 

paragraph, as being indefinite for failing to particularly point out and distinctly claim the 

subject matter which applicant regards as the invention. Applicants fail to properly 

define the terms "high stringency" and "medium stringency". The specification defines 

"stringent conditions" at page 7 line 9 to page 8 line 1 1 . However this definition only 

includes the hybridization conditions; it is well known to those in the art that the wash 

conditions determine the stringency of the hybridization. The wash conditions are not 

defined. Furthermore, the hybridization conditions provided are only single, 

representative conditions, and do not properly define the terms "high stringency" and 

"medium stringency". 
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Conclusion 



Only claim 19 is allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Clark D. Petersen whose telephone number is (571)272- 
5358. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571)272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications Is available through Private PAIR only. For 
more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. /T /; 



CDP 

3/28/2007 



^ — ^ JONWEBER 
SUPERVISORY R«^E^fr EXAMINER 
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SUGGESTION FOR DEPOSIT OF BIOLOGICAL MATERIAL ATTACHMENT 
A declaration by applicant or assignee, or a statement by applicant's agent identifying a deposit of biological 
material and averring the following may be sufficient to overcome an objection or rejection based on a lack of 
availability of biological material. Such a declaration: 

1. Identifies declarant. , 

2. States that a deposit of the material has been made in a depository affording permanence of 
the deposit and ready accessibility thereto by the public if a patent is granted. The depository 
is to be Identified by name and address. (See 37 C.F.R. § 1.803). 

3. States that the deposited material has been accorded a specific (recited) accession number. 

4. States that all restrictions on the availability to the public of the material so deposited will be 
irrevocably removed upon the granting of the patent. (See 37 C.F.R. § 1.808(a)(2)). 

5. States that the material has been deposited under conditions that assure that access to the 
material wlH be available during the pendency of the patent application to one determined by 
the Commissioner to be entitled thereto under 37 C.F.R. § 1.14 and 35 U.S.C. § 122. (See 37 
C.F.R. § 1.808(a)(1)). 

6. States that the deposited material will be maintained with all the care necessary to keep it 
viable and uncontaminated for a period of at least five years after the most recent request for 
the furnishing of a sample of the deposited microorganism, and in any case, for a period of at 
least thirty (30) years after the date of deposit or for the enforceable life of the patent, 
whichever period is longer. See 37 C.F.R. § 1.806). 

7. That he/she declares further that all statements made therein of his/her own knowledge are 
true and that all statements made on information and belief are believed to be true; and 
further, that these statements were made with knowledge that willful false statements and the 
like so made are punishable by fine or Imprisonment, or both, under Section 1 001 of Title 1 8 
of the United States Code and that such willful false statements may jeopardize the validity of 
the instant patent application or any patent issuing thereon. 

Alternatively, it may be averred that deposited material has been accepted for deposit under the Budapest 
Treaty on the International Recognition of the Deposit of Microorganisms for the Purposes of Patent Procedure 
(e.g., see 961 OG 21, 1977) and that all restrictions on the availability to the public of the material so deposited 
will be Irrevocably removed upon the granting of a patent. 

Additionally, the deposit must be referred to in the body of the specification and be identified by deposit 
(accession) number, date of deposit, name and address of the depository, and the complete taxonomic 
description. 



